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Dear Raymond Kelly, IV:

We have reviewed your Section 510(k) premarket notification of intent to market the device
 referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
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comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www .fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.htm for the
Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note
the regulation entitled, Misbranding by reference to premarket notification (21CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part

803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default. htmfor the

CDRH's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the _
Division of Small Manufacturers, International and Con_sumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address

http://www .fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Owen:P)Faris -S
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" Bram D. Zuckerman, Ph.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiologica! Health .
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K131045
Section 4 |
INDICATIONS FOR USE
510¢k) Number (if known):
Device -Narne: Enterprise ECG Analysis / Interpretation Software

Indications For Use:

The “Enterprise ECG Analysis / Interpretation Software” is a tool used by qualified medical
professionals to assist with the assessment of arrhythmias using ambulatory EGG data. The
software supports downloading and analyzing data recorded in compatible formats from devices
used for arrhythmia diagnostics such as Holter, Event Monitor, ambulatory or resting EGG
devices, or other similar devices when assessment of the rhythm is necessary. The software can
be clectronically interfaced, and perform analysis with data transferred from other computer
based EGG systems, such as an EGG management system. The software provides EGG signal
processing and analysis on a beat by beat basis, QRS and Ventricular Ectopic Beat detection,
QRS feature extraction, interval measurement, heart rate measurement, and rhythm analysis for
the captured data. The software is not for use in life supporting or life sustaining systems or EGG
Alarm devices. The software can be integrated into computerized EGG monitoring devices. In
this case the medical device manufacturer will identify the indication for use depending on the
application of their device. Analysis metrics are provided in a report which is available for
clinician review and printing. The reported ECG metrics include beat by beat heart rate
measurement and rhythm analysis. The report does not contain diagnostic interpretation; the
reported analysis is provided for review by the care provider to render a diagnosis based on
clinical judgment and experience.

Prescription Use v : AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

~Concurrence of CDRH, Office of Device Evaluation (ODE)
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